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§486.304

§486.304 Requirements for designa-
tion.

(a) Designation is a condition for
payment. Payment may be made under
the Medicare and Medicaid programs
for organ procurement costs attrib-
utable to payments made to an OPO by
a hospital only if the OPO has been
designated by CMS as an OPO.

(b) An OPO must be certified as a
qualified OPO by CMS under 42 U.S.C.
273(b) and §486.303 to be eligible for des-
ignation.

(c) An OPO must enter into an agree-
ment with CMS in order for the organ
procurement costs attributable to the
OPO to be reimbursed under Medicare
and Medicaid.

§486.306 OPO service area size des-
ignation and documentation re-
quirements.

(a) General documentation requirement.
An OPO must make available to CMS
documentation verifying that the OPO
meets the requirements of paragraphs
(b) and (c) of this section at the time of
application and throughout the period
of its designation.

(b) Service area designation. The de-
fined service area either includes an
entire metropolitan statistical area or
a New England county metropolitan
statistical area as specified by the Di-
rector of the Office of Management and
Budget or does not include any part of
such an area.

(c) Service area location and character-
istics. An OPO must define and docu-
ment a proposed service area’s location
through the following information:

(1) The names of counties (or parishes
in Louisiana) served or, if the service
area includes an entire State, the name
of the State.

(2) Geographic boundaries of the serv-
ice area.

(3) The number and the names of all
hospitals and critical access hospitals
in the service area that have both a
ventilator and an operating room.

[71 FR 31046, May 31, 2006, as amended at 79
FR 27156, May 12, 2014]

§486.308 Designation of one OPO for
each service area.

(a) CMS designates only one OPO per

service area. A service area is open for

competition when the OPO for the

42 CFR Ch. IV (10-1-14 Edition)

service area is de-certified and all ad-
ministrative appeals under §486.314 are
exhausted.

(b) Designation periods—

(1) General. An OPO is normally des-
ignated for a 4-year agreement cycle.
The period may be shorter, for exam-
ple, if an OPO has voluntarily termi-
nated its agreement with CMS and
CMS selects a successor OPO for the
balance of the 4-year agreement cycle.
In rare situations, a designation period
may be longer, for example, a designa-
tion may be extended if additional
time is needed to select a successor
OPO to replace an OPO that has been
de-certified.

(2) Re-Certification. Re-certification
must occur not more frequently than
once every 4 years.

(¢c) Unless CMS has granted a hos-
pital a waiver under paragraphs

(d) through (f) of this section, the
hospital must enter into an agreement
only with the OPO designated to serve
the area in which the hospital is lo-
cated.

(d) If CMS changes the OPO des-
ignated for an area, hospitals located
in that area must enter into agree-
ments with the newly designated OPO
or submit a request for a waiver in ac-
cordance with paragraph (e) of this sec-
tion within 30 days of notice of the
change in designation.

(e) A hospital may request and CMS
may grant a waiver permitting the hos-
pital to have an agreement with a des-
ignated OPO other than the OPO des-
ignated for the service area in which
the hospital is located. To qualify for a
waiver, the hospital must submit data
to CMS establishing that—

(1) The waiver is expected to increase
organ donations; and

(2) The waiver will ensure equitable
treatment of patients listed for trans-
plants within the service area served
by the hospital’s designated OPO and
within the service area served by the
OPO with which the hospital seeks to
enter into an agreement.

(f) In making a determination on
waiver requests, CMS considers—

(1) Cost effectiveness;

(2) Improvements in quality;

(3) Changes in a hospital’s designated
OPO due to changes in the definitions
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